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1. 

§103 (a) 



Rejection of Cla:.ms 1; 11, < ij ih 14-20 Under 35 U.S.C, 



Reconsideration is requested of 1;^ rejection of claims 1 



11, and 14-20 under 35 U.S[C. §103 (a) 
DE 1204 777 in view of D'Aufcustine, et 
Claim 1 is directed to an exopro 
inhibiting production of e:;oproteins 
in and around the vagina. The exoprol 
non- absorbent substrate fo:: insert ionj 
selected from the group consisting of 



'm non- absorbent 
incontinence device, a barHer birth Abjitrol device, a tampon 



applicator, and a douche. The non-ab§ 
deposited thereon an effective amount 
ingredient having the gene ral formula 



wherein R x is selected fron the group 
-OR 5 , -R 6 C<0)H, -R 6 OH, -R 6 CO0H, -OR 6 OH, 



H 



-(NC(0)R :> 



NH 2 

i 

-(R 7 OH) 



ijjs being unpatentable over 
ijgL. (U.S. 6,416,779) . 
»tin inhibitor for 

Is 

3pm Gram positive bacteria 

,n inhibitor comprises a 
ilhto a vagina being 




NH 5 

i 

(R 7 CpOH) 



NHff 

-(R 7 ' 
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ipnsisting of H, 



COR 5 



|OR 6 COOH, -C(0)NH 2< 



NHR fl 

I 

-(R 7 COOH) 
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closes a meiil 



mixture wi 
vith hexach 



and NH 3 and salts thereof; 
unsaturated aliphatic hydrocarbyl moif 
saturated or unsaturated a.iphatic 
trivalent saturated or unsaturated al 
R 8 is a monovalent substituted or unsiij! 
unsaturated aliphatic hydrocarbyl moiji 
interrupted with hetero atoms; R 2 , R 3 , 
selected from the group consisting of 
R 9 is hydrogen or a monoval ent saturat|ji 
hydrocarbyl moiety. The first active 
inhibiting the production pf exoprote 
bacteria. 

DE 120477.7 ( > 777) dis 
bactericidal action of hexkchlorophen| 
combining hexachlorophene vith 1% (by 
benzoic acid, aniline, or aenzamide 
discloses that the addition of benzaTn|||i 
from 50% (by weight of the 
(by weight of the mixture 
germicidal activity agains 
and at the same time, acce 
Additionally, benzoic acid 
bactericidal effect when combined wit 

As noted by the Offica in the Of 
28, 2005, '777 fails to di 3close a nojjj 
insertion into the vagina :>eing 
consisting of a non- absorb snt inconti 
birth control device, a tanpon applic 



R 5 is a monj; talent saturated or 



: Staphylocqjfccus 
Lerated the 
and anilin|| ? 



selecjtjdjd 



tocarbyl moiety; R is a 
afhatic hydrocarbyl moiety; 
f tituted saturated or 

which may or may not be 
4nd R 4 are independently 
J, OH, COOH, and -C(0)R*; 
jp. or unsaturated aliphatic 
ingredient is effective in 
% from Gram positive 



r 



I 
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R is a divalent 



-pd of increasing the 

The method includes 
|eight) to 95% (by weight) 
Specifically, '777 
|fe, in a concentration of 
hexachlorophene) to 91% 
^rophene) , increased the 

aureus by 37% to 100% 
|illing action, 
jshowed a synergistic 
hexachlorophene . 

Ljce action dated November 

1 

Absorbent substrate for 
from the group 
ce device, a barrier 
ipr, and a douche. In an 



AUG-17-2006 THU 03:01 Ptl SENNIGER POWERS 



FAX HO. 3142314342 
mi 



P. 05 



KCC 4749.2 
K.C. 16,858.2 
PATENT 



attempt to find each and e^ery elemen§ 
the M.P.E.P. for a determination of p 
Office cites the D 1 Augustine et al. r 
with '777, 

D> Augustine et al. disclose dev 
compositions for treating Vaginal fun 
parasitic infections by in :ravaginal 
administration of therapeutic and/or 

antibacterial, antiviral ojr parasitic* 

j jL 

to the uterus. Specifically, a devic$|;jsuch as a tampon, tampon- 



pf claim 1 as required by 
Epa facie obviousness, the 
srence for combination 

methods, and 
|l, bacterial, viral, and 
I transvaginal 
fLliative antifungal, 
1 drugs to the vagina or 



like device, vaginal ring, pessary, c 
sponge, intravaginal tablep or intra 
delivers the drug, which cpn be in th 
ointment, microcapsule, sojLution, pow 
sufficient thickness to maintain prol 
and mucosa contact. In one embodiraen 
incorporated into a cream, . lotion, fof 
which can be applied to ths vagina us 

In order for the Offipe to show 
obviousness, KLP.E.P. §214}J requires 
three criteria: (1) the prjlor art ref 
suggest all of the claim limitations; 
suggestion or motivation, either in t 
in the knowledge generally available 
the art, to combine the references/ a 
reasonable expectation of puccess. T 



1 D f Augustine et al. at col 



Lumn 18, X 
4 
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tevical cup, vaginal 
I ■* 

bjginal suppository, ' 
jjform of a paste, crggm,^ 
^r, or gel having a 
||ged vaginal epithelium 
the drug can be 

K, paste, ointment, or gel 

P 1 
fjjg an applicator. 

jjpri/na facie case of 

mat the Office must meet 

Rjences must teach or 
I >i 

N|2) there must be some 

n :i 

M references themselves or 

b one of ordinary skill in 

I '< 

B (3) there must be some 

k 

1 



Office has failed to 



fifes 24-26, 



i 
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meet its burden under (2) fbove, as t$j 

777 and D' 



suggestion to combine the 
references to arrive at Applicants 1 c 



As noted in M.P.E.P 
the Office must show references that 
limitations along with some motivation 



the references themselves pr in knowljjj 



one skilled in the art, to 
the claimed subject matter 
can be combined to arrive 



tyigustine et al. 
$Lm 1 . 

S2142, in e^^blishing obviousness, 
jach all of the claimed 
br suggestion , either in 



combine thp 
2 The men 
it the claijj 

render the resultant combination obvi| 
also suggests the desirability of the 
916 P. 2d 680, 16 USPQ2d 14 JO (Fed. Ci 
of the cited references claarly indie 
the art would not have beei so motiva 
Applicants 1 disclosure as i blueprint 
benefit of utilizing) , sue i a combinai 
Augustine et al. referenced would not 



As further set forth in M 
be established by combining 
prior art to produce the 
teaching/ suggestion, or 



explicitly or implicitly ip the refer 
knowledge generally available to one 
art . 



P.E.P. §21< 
or modifyj 
claimed inve; 
motivation t 



3 M.P.E.P. §2142 further provides that 
determination under 35 U.Sj.C. §103 (a) 
backward in time and into :he shoes 
"person of ordinary skill an the art" 
unknown and just before it was made, 

5 
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jjijre is no motivation or 



toe generally available to 
preferences and arrive at 
^act that the references 
p subject matter does not 
jjs, unless the prior art 
Combination. In re Mill/ 

i 

I 1990) . A close reading 

\ :|es that one skilled in 

" ? 

|d and, without 
(Jjwhich the Office had the 
j|on of the '777 and D ' 
|ave been made. 3 



£01, obviousness can only 

the teachings of the 
ion where there is some 
Sdo so found either 
:e itself, or in the 
ordinary skill in the 



order to reach a proper 
the Examiner must step 
wjjijn by the hypothetical 
" %[hen the invention was 
knowledge of Applicants 1 
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The Office asserts thiit, as the 

benzamide as an effective inhibitor ol 

IB 



disclosure must be put asi 
kept in mind in order to 
tendency to resort to "hindjs 
disclosure is often diffic 
the examination process 
Circuit, impermissible 
conclusion must be reached 
from the prior art. Grain 
Products, Co. r 840 F.2d 90? 



hinds 



fie in reach 
determine thi 
ight" base 
ult to avoi 
However, as 
ight must 
on the bas 
Processing 
904 (Fed 



4 It is noted that the Office states 
discloses ben2amide as an inhibitor o 
Applicants respectfully no 
ff -na, .. i P tf--'-nr> ig - i p cr hexachlorophene and ^enzamide t 
^ agent and not as an inhibi :or of Stap, 

worth noting at this time :hat the fi 
in the exoprotein inhibitor of claim 
is not acting as an antibacterial age 
by the Office. As mentioned in Appli 
first active ingredient ac:a to inhib 
exoproteins from Gram posi -ive bacter 
kill the bacteria as the killing of b, 
and the "good" bacteria needed to mai 
would also be killed. Thus, the non- 
bacteria could actually be very harmf 
cause serious health problems. This 
active ingredient as claimpd in claim!! 
actually seeks not to act ps an antib, 
by the Office, but seeks tp only prevt 
potentially harmful by-products of bai 
bacteria to live. It is also noted t' 
not suggest or disclose that a compos 
formula of the first active ingredien 
such a manner. 

in the Office action dated May l 
that Applicants' arguments! regarding 
production without killing! the bacter 
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|77 reference teaches 
Staphylococcus 4 and 



this determination, yet 
"differences . " The 
jupon Applicants' 
:ue to the very nature of 
ated t>y the Federal 

avoided and the legal 
of the facts gleaned 
rp. v, American-Maize- 
ir. 1988} . 

jit the '777 reference 
staphylococcus . 
[777 reference discloses 
ther as an antibacterial 
ococcus. Further, it is 

active ingredient used 
f the present invention 
as apparently understood 
ts f specification, the 
the production of 

but does not seek to 
eria is non-selective 
in a healthy vagina 
ective killing of 
to the vagina and could 
significant. The first 
of the present invention 
terial agent as claimed 
the production of 
ria, while allowing the 
the 1 777 reference does 
ion having the general 
f claim l can act in 

2006, the Office states 
tibiting the exoprotein 
are not persuasive as 
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effect 



D' Augustine discloses 
through non- absorbent 
obvious for one skilled in 
invention to add the 
absorbent devices of D 1 
infections in the vaginal 
Applicants submit that thi 
reasoning as to why the 
have been obvious to one s 
invention . Specif ically, 
the composition of the 1 77 
toxicy antibacterial 
H»iii.Mi^mP^¥^4ine et al. pro 
compositions to use with t! 
point to any need for 

D 1 Augustine et aL s 



vaginal 



benzainide 



Augr is tine 



combination 



compo 3 it 



the instant claims do not 
inhibiting exoprotein prod 
references cited recognize 
noted that while the 
is killing the bacteria, 
proteins. With all due 
Office is combining the fi 
that of teaching each and 
motivation or suggestion 
1 777 teaches the use of 
as an inhibitor of exi 
1) , one skilled in the art 
not and could not be 



cop rot 5 i 



motivated 



with the absorbent devices of D'Augus 
motivation prong is separate and dist 



ive delivfj 
devices 
the art at 
of the 
for , 
area . With 
is not a 

o 

cilled in t 
vhy would o: 
ref erencellH 
ions in 
ride numero 
leir non-ab 
alternatives? 



Imply teach 



exclude kil 
action- Fu 
antibacter 
effect 
an effe 
, Appl 
st and sec 
avery limit 
modify/ co 
as 

n product 
looking t 
to com 
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/of desired drugs 
jit would have been 
le time of the instant 
777 reference to the non- 
nibiting bacterial 
1 due respect, 
vincing line of 
these references would 
art at the time of the 
skilled in the art pick 
er all of the other non- 
:je art, particularly when 
suitable antibacterial 
bent devices and do not 

impositions that can be 



ultimate 
s \ich 
re 3pect , 



to 

beizamide 
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g of the bacteria while 
Iher, even though the 
effect, it is to be 
an antibacterial agent 
includes inhibiting 
nts assert that the 
prongs of MPEP §2143, 
ion and providing 
ne the references . As 
antibacterial (and not 

as required in claim 
he '777 reference, would 
e the benzamide of '777 
e et al. This 
t from the prong 
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Augu *t 



used as antibacterials to 
vagina and devices for del 
provide several commercial 
compositions. The D 1 
provide a reason why one s 
antibacterial over those 
reference or disclosed els 
is directed to improving 
hexachlorophene by combining 
antibacterial compounds , 
pM range of 6.0 to 6.8. 
disclosed that the antibac 
alone is effective in the 



tie 



it 
N? 



bacterial, viral, and 
vagina. Specifically, the 
amides, such as benzamide, 
germicidal or fungicidal 



'777 reference would not 
benzamide alone for inhibi 
Furthermore, while D' 
numerous antimicrobials 
D' Augustine reference is i 
an antibacterial or anti 
in art, reading the '777 r 
provide a synergistic effe 
antibacterials of D'Augus 



requiring the cited reference to teac 

8 



^reat bacte 
levering the 
ly acceptab; 

ine et al 
filled in t 
in th| 
?where in t 
bacteric 
hexachlo; 
one embod; 
where in 
ierial comp| 
reatment o 
c infec 
'777 refer 
alone ordi 
properties . 



para ? it i 
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il infections of the 
impositions; and even 
antibacterial 
reference fails to 
art would choose another 

Augustine et al . 
art. The '777 reference 
tl action of 
>hene with other 
mt, with benzamide in a 

'777 reference is it 
[it ion including benzamide 
paginal fungal, 
me in and around the 
2e discloses that the 
rily have little or no 

such, one reading the 
>e motivated to use 

loses the use of 
no where in the 
use hexachlorophene as 
why would one skilled 
|ieve benzamide would 
ed with the 
rs the Office is 



>r suggest each and every 
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Office 



suggesting that benzamide 
germicidal and fungicidal 
agents. One skilled in t) 
make this assumption with 

Furthermore, in the 
dated May 17, 2006, the 
arguments are not persuasi 
increase in the antibacter 
compounds such as benzamid 
small group of compounds 
that '777 suggests numerou^ 
respect, Applicants note 
Applicants 1 argued that 
references as the Office 
of reasoning why one 
choose another antibacterib.1 
bacterials listed in the P 
Specifically, the D' 
bacterials such as 
amox icillin, tet racy c 1 ine , 
other anti -viral, anti- 

Furthermore, the D 1 
to treating infections 
Cornebacterium vaginitis 
Gardnerella vaginalis or 



Jould be e 
properties 
art simpl 
reasonabl 
Response sec 
states 
^e because 
j;al activit 
, aniline, 



opposed t$|$[ Applicants 1 ] argument 



th$re 
h^; 
skilled 



'Augustine 



metroni ^azole 



limitation of the claims. 
5 Office action dated May 
€ See the D 1 August ine et 



a,. 
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:ted to provide improved 
all antimicrobial 
*ould not and could not 
expectation of success, 
m of the Office action 
iat "Applicants 1 
H suggests a synergistic 
iy the addition of 
:c . , which is a very 



-funjal, anc 
Augustine 
sue ft 



: -7 



2006 at 
ref erenc 



nds. » 5 With all due 
ifthat, as discussed above, 
ivation to combine the 
rovide a convincing line 
would be motivated to 
.merous other anti- 
al. reference, 
erence discloses anti- 
mycin, ampicillin, 
ne, as well as numerous 
-trichomona agents. 6 
. reference is directed 
jlus vagini tus and 
obic bacteria such as 
nus. No where in the 



ge 3 . 

t column 10, lines 16-31, 
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D* Augustine et al. referen 
Staphylococcus aureus 
in the art would not, and 
anti-bacterials of '777, w 
Example of ! 777, are effec 
over the anti-bacterials 
reference directed to treafe 
Gardnerella. vaginalis or 

As such, one skilled 
be motivated to use the 
antibacterial compounds in 
Augustine et al. to arrive 
u A^p^ ic a n ^s % claim 1 , 

with all due respect, 
impermissible hindsight 
combining the '777 and D 1 
simply no motivation or s 



se are infe 
or sugge 
tjould not, 
jieh, as shj 
[five agains 
discussed inj| 

tjing the i 
Mycoplasma 
£n the art 
^pounds of 
|the intra 

i 

!at each a; 



on or su 
top 

m 1 is pat 



references 



with the D» Augustine reference to arr 
limitation of claim 1 

As there is no motivajtfi 
and D' Augustine et al 
limitation of claim 1, c 
of D 1 Augustine et al. 

Claims 11 and 14-20 
claims 11 and 14-20 are 
D 1 Augustine et al, for the; 
above, as well as for the 



it appears 

sis and 
gustine, ej 
u ^gestion to 



analyf 



patentable 
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ons caused by 
d. As such, one skilled 
motivated to use the 

in every working 
taphylococcua aureus , 
e D 1 Augustine et al. 
tions caused by 
\lnus. 

Id not, and could not, 
7 over any other 
inal devices of D ' 
jjjevery limitation of 

at the Office has used 
ons t ruction when 
al. references. There is 
ombine the '777 reference 
at each and every 

stion to combine the '777 
irrive at each and every 
table over '777 in view 



depend direcjj|^y from claim 1. As such, 
e ov« '777 in view of 
same reasoiffldl as claim 1 set forth 



Additional 



10 
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2 . Rejection of claims 1, 11 , 



aboye 



U.S.C. §103 (a) 

Reconsideration is re 
11, 14-20, and 22-32 7 londe:^ 
unpatentable over Syverson 
1204777 C777) . 

claim 1 is discussed 
reference is discussed 

As discussed above , 
substrate for insertion 
group consisting of a non- 
barrier birth control 
Additionally, the "777 ref 
second active ingredient 
attempt to find each and 
each and every element of 
combine 5,612,045 ('045) 
the Office states that it 
ordinary skill in the art 
'777 with the toxin 
the compounds to the feminR 
Furthermore, the Office s 
the specific non- absorbent 
unexpected results with 



guested of 
35 U.S.C. 
et al, (U. 



ibove . Adc 



infco 



device 



as? 



inhibiting 



t^t 



7 Applicants respectfully 
November 28, 2005, claim 
subject matter but was 
rejected base claim. 



777 fails t\ 
the vagi 
absorbent i 
a tampo} 
erence f^ail 
required 
elemenj 
Cplaims 22-3 
the '77 
iyould have 
io combine 
ether 
ne hygiene 

es that 
articles o 
to tfy 



esfery 



respect 



ujote that i 
3fj was foundj 
ed to as- 
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■20, and 22-32 Under 35 



obj &ct 



11 



rejection of claims 1, 
.03 (a) as being 
5,612,045) in view of DE 

.onally, the "777 

disclose a non-absorbent 
being selected from the 
ntinence device, a 
applicator, and a douche, 
to disclose ethers as a 

claims 22-32. In an 
of claim 1 and further 

the Office attempts to 
reference . Specifically, 
n obvious for one of 

benzamide compound of 
pounds of '045 and apply 
oducts of 1 04 5 . 
le r 045 does not disclose 
claim 1, absent any 
jion-absorbency of the 



:he Office action dated 
contain allowable 
ing dependent upon a 
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be $n 



? 



fa(l 



articles, it would have 
artisan to use either non 
incorporating the compound 

As noted above, a priHta. 
M.P.E.P. §2143 requires thkt 
criteria: (1) the prior arfc 
of the claim limitations; 
motivation, either in the 
knowledge generally availa 
art, to combine the referett- 
reasonable expectation of 
meet its burden under (l) 
alone or in combination 
comprising a non- absorbent 
or suggestion to combine 
references to arrive at 

As noted above, nei 
teaches a non-absorbent 
consisting of non- absorbent 
control device, a tampon a 
inhibiting exoprotein 
While Applicants agree with 
teaches absorbent articles 
exoprotein production, App 
it is suggested or taught 
in the same manner on a nofo 
exoprotein production. 

In the Response section 



within t 
absorbent o 
of '777 a 
facie ca 
the Offi 
reference 
2) there mi 
References 
le to one 
ces , and { 
uccess. t; 
nd (2) abo; 

to show 
substrate 
or mod if 
c 

r of the ci 
e sel 
incontine 
jplicator 
ion in a* 
the Offic 
including 
icants ass; 
tjihat the s 
absorbent! 



ajid/c 



Applicants 1 
Lth* 

su pstratt 



product 



of the 
12 
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scope of a skilled 
absorbent articles for 
' 045, 

of obviousness under 
must meet three 
mist teach or suggest all 

be some suggestion or 
mselves or in the 
ordinary skill in the 
there must be some 
Office has failed to 

as the cited references 
exoprotein inhibitor 
there is no motivation 
the "777 and '045 
m 1. 

d references expressly 
ed from the group 
device, a barrier birth 
a douche for use in 
around the vagina, 
hat the '045 reference 
ipounds to inhibit 

that no where in '04 5 
compounds could be used 
bstrate to inhibit 

ice action dated May 17, 
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2006, the Office states thfjt the '045 

i 

compounds effective againsj} S, aureus 
as well as non-absorbent fibers of th 
or wrappers of the vaginal jdevices in 
due respect, Applicants disagree with, 
interpretation of the '045 reference. 
•045 references supports tj^at the abs 
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